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DECLARATION OF DR. RICHARD B. MOSS, M.D., F.C.C.P.
I, RICHARD B. MOSS, M.D., F.C.C.P., declare as follows;

1. My name is Richard B. Moss, M.D., F.C.C.P. I am the chief of the pulmonary
division in the Department of Pediatrics and Director of the Stanford Cystic Fibrosis Center at
Lucille Packard Children’s Hospital at Stanford University Medical Center. I sit on an advisory
panel for Chiron Corporation, and I have received research grants from Chiron for clinical
studies pertaining to TOBI®. My education, training, and experience in the field of medicine,
and, particularly, with respect to pulmonology and Cystic Fibrosis are set forth in detail in the

true and correct copy of my curriculum vitae, attached as Exhibit A, which I incorporate as if set
forth fully herein.

2. Cystic fibrosis (“CF”) is an autosomal recessive disease that affects
approximately 60,000 people worldwide. Mutations in the gene coding for a chloride-channel
protein, called the CF transmembrane conductance regulator, result in reduced mucociliary
clearance, leaving CF patients especially vulnerable to endobronchial infections, particularly
with Pseudomonas aeruginosa. Chronic airway infections lead to progressive obstruction of the
airways and loss of pulmonary function. According to data provided by the Cystic Fibrosis
Foundation, in 2002, more than 85% of CF patient deaths could be attributed to loss of
pulmonary function. Relative lung function (expressed as a percentage of the patient’s predicted
FEV, percent predicted) is a significant clinical predictor of mortality in patients with CF. After
adjusting for age and gender contributions, the relative risk of death for CF patients doubles with
each 10% loss of FEV| percent predicted.

3. P aeruginosa is the major infectious burden in the airway of CF patients, and this
pathogen is present in the lower respiratory tract of nearly 70% of CF patients by the age of 17
years. Acquisition of P aeruginosa is a major event in the natural history of CF lung disease, as
its presence is associated with increased rates of lung function decline and is a significant
predictor of mortality.

4. Chronic respiratory tract infection and a decline in pulmonary function are related
to mortality in CF patients. Death rates for CF patients chronically infected with P aeruginosa
increase slowly with age up to the teenage years, when rates increase more rapidly and then
remain fairly constant from the late teens to beyond the age of 30 years. Similarly, mean FEV,
percent predicted declines rapidly until early adulthood, when the rate of decline levels off.
There is an inverse relationship between age and risk of death for any given level of relative lung
function. In patients with the same percentage of predicted FEV, but an age difference of 10
years, the relative risk of death is doubled for younger patients. Patients who die earlier in life
experience significantly higher rates of lung function decline than longer-living patients. In 2002,
the median age of death in CF patients in the United States was 24.5 years.

5. The central role of P aeruginosa in CF lung disease has led to testing of intensive
therapy with antipseudomonal antibiotics to suppress infection. Tobramycin is the most
frequently prescribed aminoglycoside for the treatment of pulmonary infections in CF patients.
Tobramycin is frequently administered IV during periods of acute exacerbations. Because the
penetration of tobramycin into sputum is low following IV administration, high doses are



required to achieve concentrations inhibitory to P aeruginosa. Moreover, the inactivation of
tobramycin in purulent sputum mandates the delivery of 10 to 25 times the minimal inhibitory
concentration (“MIC”) to achieve bacterial killing. However, high doses of IV tobramycin
increase the risk of systemic adverse events (“AEs”) such as ototoxicity and nephrotoxicity.

6. TOBI®, a nonpyrogenic, preservative-free, pH-adjusted formulation of
tobramycin solution for inhalation (“TSI”), administered via a jet nebulizer, allows the delivery
of the antibiotic directly to the endobronchial space in the lungs, while minimizing systemic
exposure and the associated risk of ototoxicity and nephrotoxicity. -Studies have shown
significant increases in pulmonary function as well as decreases in hospitalization and IV
antibiotic use following long-term, intermittent therapy with tobramycin solution for inhalation.
TOBI® earned FDA approval and became commercially available in 1997,

7. FDA approval is a complex, often lengthy process that requires clinical studies
showing efficacy and safety. Potential new CF therapies require extensive evaluation before they
may become approved as a new drug. The process of drug development begins in the laboratory,
with years of experiments that test new approaches to treatment, first in vitro (in the test tube),
then in living models or systems. If this “preclinical” research is successful, FDA approval is
sought to begin clinical trials which involve patients.

8. Phase I clinical trials typically last several months and are primarily designed to
determine safe doses and administration methods, such as orally, infravenously, or through
inhalation. These studies investigate how well the body metabolizes the drug and side effects that
may result from increasing the dosage. Drugs that proceed to Phase II trials are tested for
efficacy. In most Phase II trials, one group of volunteers may be given the experimental drug
while another “control” group will receive a placebo. Safety and effectiveness are examined in
these trials. Phase III clinical trials measure how well a drug works in a large number of people.
This helps “fine tune” dosage amounts and procedures to ensure a drug’s safety and
effectiveness. For CF drugs, Phase III clinical trials involve many care centers and hundreds of
patients. Once these studies are all successfully completed, the FDA can be asked to approve the
therapy for the marketplace. Clinical studies sometimes require Phase IV trials to examine the
long-term safety and effectiveness of the drug after licensing or registration.

9. As a doctor treating CF in the United States, FDA approval and especially clinical
data supporting any treatment for my patients are important. How a drug and device combination
will affect the human body is not simple to predict. Clinical studies are necessary to actually test
and observe those effects.

10.  There are some special concerns for obtaining FDA approval for a nebulized drug
like TOBI®, which is used chronically in patients that are susceptible to iufection. These include:

a. Extensive testing of a nebulized drug product with a specific nebulizer
(termed a “drug-device combination”) in order to characterize the safety
and efficacy of that combination. FDA does not allow manufacturers to
promote the use of an approved nebulized drug with a different nebulizer
without adequate clinical testing because laboratory characterization of a



new nebulizer is inadequate to predict how similarly a new nebulizer will
perform relative to a clinically validated nebulizer;

b. Assurance of sterility of the manufactured product, as CF patients are
susceptible to chronic infection with organisms that can contaminate
manufacturing  facilities, including Pseudomonas aeruginosa and
Burkholderia cepacia; and

c. Validated in-life testing with appropriate cleaning methods for nebulizers
combined with inhaled drugs. Cleaning methods required to assure
sterilization of nebulizers can be rigorous, and it is important to validate
that nebulizers will continue to deliver appropriate amounts of aerosol for
inhalation without causing infection with new organisms in CF patients,

11.  One unknown factor pertaining to the administration of an unapproved, untested
tobramycin solution for inhalation through a device not approved specifically for that drug is the
amount of the drug delivered systemically instead of topically. Too much systemic exposure to
tobramycin can be toxic.

12.  Another concern with respect to an unapproved, untested tobramycin solution for
inhalation is potential local toxicity and bleeding. The property of the formulation of any
tobramycin solution for inhalation needs to be tested for tolerability. CF patients have shown an
increased sensitivity to aerosolized antibiotics, resulting in bronchospasms and bleeding.

13.  Clinical trials are necessary to make sure any tobramycin solution for inhalation
delivered through any particular nebulizer is effective in CF patients. Clinical testing is required
to determine comparable delivery of the drug into the lungs, change in the microbiology of the
airway, and evidence of clinical improvement in lung function.

I declare under penalty of perjury that the foregoing is true and correct. Executed on

September &+, 2004. g W@

Richard B. Moss, M.D., F.C.C.P.
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National Institutes of Health Biomedical Research Support
Grants, "Blocking Antibodies to Pseudomonas aeruginosa
in Cystic Fibrosis" (P.1.)

Miles Pharmaceuticals, Inc., "Multicenter Collaborative
Project: Pseudomonas aeruginosa Endobronchial Infection
in Cystic Fibrosis. A Prospective Double-blind Controlled
Study of Two Antimicrobial Regimens," (D82-033) (Co-
Investigator)

MAST Immunosystems, Inc., "AACOmpa:ison of the
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Cystic Fibrosis Foundation Research Grant G104 6-01,
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Beecham Pharmaceuticals, Inc., "A Multicenter Observer-
blind Study of Antibiotic Therapy of Pseudomonas
aeruginosa Bronchopulmonary Infection in Cystic
Fibrosis: Comparison of Three Antimicrobial Drug
Regimens," (TIM19-0) (Co-Investigator)

Glaxo Pharmaceuticals, Inc., "Extended Home Intravenous
Therapy in Cystic Fibrosis Patients,” (CAZ-503) (Co-
Investigator) ’

National Heart, Lung, and Blood Institute, "Late Sequelae
of Bronchopulmonary Dysplasia" (RO1 HL36796) (Co-P.1.
with Bill Northway)

3M Diagnostic Systems, Inc., "Comparison of Phadezyme
RAST to 3M Diagnostic Systems FAST for Specific IgE"
(P.L)

E.R. Squibb & Sons, Inc., "Evaluation of the Immunologic
Cross-Reactivity of Aztreonam Therapy in Cystic Fibrosis
Patients Allergic to Penicillin and/or Cephalosporin
Antibiotics" (18554-145) (Stanford P.1.)

Cystic Fibrosis Research, Inc., "Mechanism of -Lactam
Drug Allergy in Cystic Fibrosis" (P.1.)

Stanford Office of Technology Research Incentive Fund,
"Evaluation of Maxillary Sinus Treatments in Patients with
Antrostomies” (Co-Investigator)

Genentech, Inc.,“A Phase III, Multicenter, Double-blind,
Placebo-controlled, Parallel Study to Evaluate the Safety
and Efficacy of Aerosolized Recombinant Human DNase I
in Patients with Cystic Fibrosis" (z0343g) (Stanford P.1.)

Genentech, Inc., “A Phase II, Multicenter, Double-blind,
Placebo-controlled, Parallel Study to Evaluate the Safety
and Efficacy of Aerosolized Recombinant Human DNase I
in Hospitalized Patients with Cystic Fibrosis Experiencing
Acute Pulmonary Exacerbations" (z0401g) (Stanford P.1.)

Genentech, Inc., “A Multicenter Open-label Treatment
Protocol to Provide Aerosolized rhDNase Therapy to
Patients with Cystic Fibrosis" (z0507g-A2) (Stanford P.I.)
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Genentech, Inc., "A Multicenter Epidemiologic Protocol to
Evaluate Pulmonary Function and the Rate of Respiratory
Tract Infections in Patients with Cystic Fibrosis" (z0525n)
(Stanford P.I.)

Cystic Fibrosis Foundation, "Cystic Fibrosis Trans-
membrane Conductance Regulator Expression in Human T
Cell Clones" (Co-Investigator)

Genentech, Inc., "A Randomized Multicenter Study to
Evaluate the Safety and Efficacy of Aerosolized
Recombinant Human DNase I administered with Three
Different Nebulizers in Patients with Cystic Fibrosis”
(z0555g) (Stanford P.1.)

Genentech, Inc., "A Multicenter, Double-blind, Placebo-
controlled Protocol to Evaluate the Safety and Efficacy of
Aerosolized Recombinant human DNase I Therapy in
Patients with Cystic Fibrosis Who Have Advanced Lung
Disease" (z0554g) (Stanford P.1.)

Cystic Fibrosis Foundation, "CFTR, Chloride
Conductance, and Immunocompetence in T Cells" (Co-
Investigator)

Genentech, Inc., "Effect of Device Resistance and Dynamic
Lung Function on Peak Inspiratory Flow Rates in Chronic
Obstructive Lung Diseases" (20596n) (Co-investigator)

Univax Biologics, Inc., "A Single-blind, Multi-Center,
Study to Evaluate the Safety and Pharmacokinetics of a
Hyperimmune Immunoglobulin Intravenous Targeted
Against Mucoid Pseudomonas aeruginosa in Patients with
Cystic Fibrosis" (UNX-0401) (P.L.)

National Institute of Diabetes and Digestive and Kidney
Diseases RO1 DK 45910-01, "Ursodeoxycholic Acid
Therapy in Patients with Cystic Fibrosis-Associated Liver
Disease" (Stanford Co-P.I. with Ricardo Castillo)

PathoGenesis, Inc., "A Phase II Clinical Trial to Compare
Safety, Efficacy and Pharmacokinetics of an
Aminoglycoside (Tobramycin) Formulation Administered
by 3 Different Nebulizer Delivery Systems to Patients with
Cystic Fibrosis" (PC-TNDS-001) (Stanford P.1.)
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Genentech, Inc., "A Phase IV, Multicenter Study to
Monitor the Long-term Safety and Efficacy of Pulmozyme
in Cystic Fibrosis Patients Who Participated in a Phase III
Trial” (z0620n) (Stanford P.1.)

PathoGenesis, Inc., "A Phase III Placebo Controlled Trial
to Study the Safety and Efficacy of Tobramycin for
Inhalation in Patients with Cystic Fibrosis" (PC-
TNDS-002) (Stanford P.1.) ,

Smith Kline Beecham, Inc., "A Multicenter, Double-Blind,
Placebo-Controllled, Parallel-Group Comparison of the
Safety and Efficacy of Oral Twice-Daily Administration of
SB205312 with Inhaled Vanceril in Patients with Mild to
Moderate Asthma" (205312/011) (Stanford P.1.)

Univax Biologicals, Inc./North American Biologicals, Inc.,
"A Randomized, Multi-Center, Double-Blind, Placebo
Exopolysaccharide Pseudomonas aeruginosa Immune
Globulin Intravenous (Human) (MEP IGIV) in Reducing
the Frequency of Acute Pulmonary Exacerbation in
Patients with Cystic Fibrosis" (UNX-0402) (Stanford P.1.)

Cystic Fibrosis Foundation, "Assessment of Safety and
Efficacy of Nebulizers" (Stanford P.1.)

NCRR General Clinical Research Center MO1 RR00070/
Cystic Fibrosis Research, Inc./Targeted Genetics,

Inc., "Phase I Evaluation of Adeno-Associated Virus
Mediated Gene Transfer of the Cystic Fibrosis
Transmembrane Conductance Regulator in the Maxillary
Sinus of Patients with Antrostomies" (Co-Investigator)

Cystic Fibrosis Research, Inc., “T Cells in Cystic Fibrosis:
Interleukin 10 Deficiency” (P.L)

Immuno Clinical Research Corg:, "A Revised Open-label
Study of C1-Inhibitor (Human) Vapor Treated Immuno as a
Therapeutic Agent for Acute Attacks of Hereditary
Angioedema (ICRC-091) (Stanford P.1.)

Medical Graphics, Inc., "Electron Beam Computed
Tomography of the Chest in Patients with Cystic Fibrosis"
(co-P.I. with Terry Robinson)

PathoGenesis, Inc., "An Open-Label Follow-On Trial of
Tobramycin Solution for Inhalation in Patients with CF"
(PC-TNDS-004) (Stanford P.L)
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SciClone Pharmaceuticals, Inc., "A Phase [ Trial of CPX in
Adult Patients with Mild Cystic Fibrosis" (CPX-
CLP-PCO-11/19/96-00) (Stanford P.I.)

NCRR General Clinical Research Center M01 RR00070/
Cystic Fibrosis Research, Inc./Targeted Genetics, Inc.,
"Phase II Evaluation of Adeno-Associated Virus Mediated
Gene Transfer of the Cystic Fibrosis Transmembrane
Conductance Regulator in the Maxillary Sinus of Patients
with Antrostomies” (Co-Investigator)

Cystic Fibrosis Research, Inc., "Electron Beam Computed
Tomography, Pulmonary Function, and Exercise
Endurance During a Pulmonary Exacerbation in Patients
with Cystic Fibrosis" (P.I.)

The DuPont Merck Pharmaceutical Company, "A Phase
ITA Dose-Escalation Study to Evaluate the Safety,
Tolerability, Pharmacokinetics, and Pharmacodynamics of
Multiple Doses of DMP 777 in Adult Patients 18 Years of
Age and Older with Cystic Fibrosis" (DMP 777-003)
(Stanford P.I.)

The DuPont Merck Pharmaceutical Company "A Phase
ITA Multiple Dose-Escalation Study to Evaluate the Lung-
Specific Bioefficacy of Three Different Dose Levels of
DMP 777 in Adult Patients 18 Years of Age and Older
with Cystic Fibrosis" (DMP 777-004) (Stanford P.1.)

Cystic Fibrosis Foundation, "High Resolution CT Imaging
in Mild Cystic Fibrosis Pulmonary Disease Using Electron
Beam Computed Tomography" (P.1.)

Genentech, Inc., "A Multicenter, International,
Randomized, Placebo-controlled, Double-blind Study to
Determine the Effect of Pulmozyme® on Pulmonary
Function Over 96 Weeks in Subjects with Cystic Fibrosis
Aged 6-10 Years" (z0713g) (Stanford P.1.)

NCRR General Clinical Research Center M01 RR00070/
Targeted Genetics, Inc., "A Phase I Study of Aerosolized
tgAAVCEF for the Treatment of Cystic Fibrosis Patients
with Mild Lung Disease" (Stanford P.1.)

Genentech, Inc., "Validation of a Disease-specific Quality
of Life Questionnaire for Cystic Fibrosis" (Stanford P.1.)
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IntraBiotics Pharmaceuticals, Inc., "A Phase I,
Randomized, Placebo-controiled, Double-blind,
Multicenter Safety and Tolerability Study of Ascending
Multiple Inhaled Doses of IB-367 in Adult Patients with
Cystic Fibrosis" (Stanford P.1.)

Cystic Fibrosis Foundation, "Diabetes Therapy to
Ameliorate Protein Catabolism in CF" (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., and Chiron
Corp., “A Phase II Multicenter Randomized Trial of
Tobramycin for Inhalation in Young Children with Cystic
Fibrosis” (IT003) (Stanford P.1.)

Medimmune Inc., “A Phase IV Study of the Safety of
Synagis® (Palivizumab) for Prophylaxis of Respiratory
Syncytial Virus in Children with Cystic Fibrosis™ (Stanford
P.IL)

Ross Mosier Fund, “Cystic Fibrosis Alleles” (Co-P.1. with
Jeff Wine)

Cystic Fibrosis Foundation Therapeutics, Inc.,
“Spirometer-Gated HRCT as an Outcome Measure in Mild
CE.” (P.L).

Genentech, Inc., “Pulmozyme in CF Patients Using
Spirometer Computerized Tomography” (z1970n) (P.L)

Cystic Fibrosis Foundation, "Comparison of Single-Dose
Aminoglycoside versus Conventional Therapy Combined
with Beta-Lactam in Cystic Fibrosis Patients with
Pulmonary Exacerbations" (Stanford P.1.)

AstraZeneca, Inc., “Safety and Efficacy Study of Two
Dosage Levels of Pulmicort Respules vs Placebo in Infants
6 to 12 Months with Mild-Moderate Asthma” (SD-004-
0732) (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., and
Intermune, Inc., “A Phase I/II Study of

Interferon Gamma-1b by Inhalation for the Treatment of
Patients with Cystic Fibrosis” (GICF-001) (National P.1)

Cystic Fibrosis Foundation Therapeutics, Inc., and
Targeted Genetics, Inc., “A Multicenter, Double-Blind,
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Placebo-Controlled, Phase II Study of Aerosolized
tgAAVCF in Cystic Fibrosis Patients with Mild Lung
Disease (25B01) (National P.1)

Cystic Fibrosis Foundation Therapeutics, Inc.,
“Standardization of the Measurement of the Nasal
Membrane Transepithelial-Potential Difference” (Stanford
P.L)

Cystic Fibrosis Foundation Therapeutics, Inc., “Validation
of Sputum Induction as Outcome Measure for Lower
Airway Sampling in Patients with Cystic Fibrosis”
(Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc. and
Boehringer Ingelheim, “A Randomized, Double-blind
Within Dose, Placebo-controlled study to investigate the
Safety, Tolerability and Pharmacokinetics of Increasing
Oral Doses of BIIL 284 BS in Adult and Pediatric Cystic
Fibrosis Patients” (BI 543.36) (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., and
Boehringer Ingelheim, “A randomized, double—blmd within
dose, placebo-controlled study to investigate the safety,
tolerability and phannacokmetlcs of repeated oral doses
(15-day dosing) of BIIL 284 BS in adult (300 mg) and
pediatric (150 mg) cystic fibrosis patients” (BI 543.37)
(Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc.,
“Standardization of Cystic Fibrosis Sweat Rate Procedure”
(Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., “Cystic
Fibrosis Twin Study” (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., and Altus
Biologics, Inc., “A Phase I, Open-Label Safety and
Tolerability Study of Oral TheraCLEC-Total in Subjects
with Cystic Fibrosis (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., and
Boehringer Ingelheim, Inc, "A randomized, double-blind,
placebo-controlled study to investigate the efficacy and
safety of 24 weeks of oral treatment with BIIL 284 BS in
adult (75 mg, 150 mg) and pediatric (75 mg) cystic fibrosis
patients" (Stanford P.1.)
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Cystic Fibrosis Foundation Therapeutics, Inc., and Inspire
Pharmaceuticals, Inc., "A Multi-Center, Double-Blind,
Randomized, Placebo-Controlied, 28-Day Study of
INS37217 Inhalation Solution in Subjects with Mild to
Moderate Cystic Fibrosis Lung Disease" (Co-investigator)

Chiron, “A Phase I Single-dose, Dose-escalation Trial
Comparing Safety, Pharmokinetics and Delivery Time of
Tobramycin Dry Powder for Inhalation Administered by
Nektar T-326 Dry Powder Inhaler Device to Tobramycin
Solution for Inhlalation Administered by a Pari LC Plus Jet
Nebulizer/DeVilbiss PulmoAide Compressor in Cystic
Fibrosis Patients (Co-investigator)

Cystic Fibrosis Foundation Therapeutics, Inc., and Corus
Pharma, “A Blinded, Multicenter, Randomized, Placebo-
Controlled Trial with Aztreonam for Inhalation in Cystic
Fibrosis Patients with Lung Disease Due to P. aeruginosa
Infection” (Co-investigator)

Cystic Fibrosis Foundation Therapeutics, Inc., and Altus
Biologicals, Inc., “A Phase 2, Active Run-in Randomized,
Double Blind Dose Ranging Study of Oral TheraCLEC-
Total in Cystic Fibrosis Subjects with Exocrine Pancreatic
Insufficiency” (P.L)

Cystic Fibrosis Foundation, "Stanford Cystic Fibrosis
Center" (Center Director)

Genentech, Inc., "Epidemiologic Study of Cystic Fibrosis”
(z0595) (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc.,
“Therapeutics Development Network Center” (P.1.)

NIH-NIDDK, “Diabetes Therapy to Improve Muscle Mass
and Clinical Status in CF Subjects with Abnormal Glucose
Tolerance” (Stanford co-P.I. with Noreen Henig)

NIH-NIDDK, Cystic Fibrosis Foundation Therapeutics,
Inc., and Chiron Corp., “An Open Label Study of
Tobramycin for Inhalation in Young Children with Cystic
Fibrosis” (IT004) (Stanford P.1.)

Cystic Fibrosis Foundation Therapeutics, Inc., “Evaluation
of Pulmonary Function Tests from Raised Lung Volumes
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as Outcome Measures for Clinical Trials in Infants with
Cystic Fibrosis” (Stanford P.1.)

NIH-NHLBI, “Genetic Modifiers in Cystic Fibrosis Lung
Disease” (Co-investigator)

Thrasher Foundation, “Improving Health Care Outcomes of
Children and Adolescents with Chronic Disease” (Co-PI
with David Bergman MD)

Cystic Fibrosis Foundation Therapeutics, Inc., and
Targeted Genetics, Inc., “A Multicenter, Double-blind,
Placebo-Controlled Phase II Study of Aerosolized
tgAAVCF for the Treatment of Cystic Fibrosis” (25 E01)
(National P.I)

Cystic Fibrosis Foundation, “A Study of the Effects of
Glutathione and N-Acetylcysteine on Lung Inflammation in
Cystic Fibrosis Patients” (Co-investigator)

Cystic Fibrosis Foundation Therapeutics, Inc., _
“Assessment of induced sputum as a tool to evaluate anti-
inflammatory agents in pateints with cystic fibrosis
(Stanford P.I.)
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Stanford University School of Medicine
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Department of Pediatrics
Stanford University School of Medicine
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Department of Pediatrics
Stanford University School of Medicine
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NCCR General Clinical Research Center
Stanford University Medical Center

Clinical Operations & Budget Committee
Lucile Packard Children’s Hospital

Faculty Practice Organization Management Committee
Lucile Packard Children’s Hospital
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EXTRAMURAL PROFESSIONAL COMMITTEES & ACTIVITIES

Ad Hoc Grant Reviewer
March of Dimes

External Advisory Board
NIH Cystic Fibrosis Research Center
Case Western Reserve Medical School

Ad Hoc Grant Reviewer
Canadian Cystic Fibrosis Foundation

Clinical Research Grant Review Committee
Cystic Fibrosis Foundation

Section Abstract Reviewer
North American Cystic Fibrosis Conference

Site Visit Review Board
Cystic Fibrosis Foundation

Chairman, GAP Conference on Infection, Immunity
and Inflammation
Cystic Fibrosis Foundation

Scientific Advisory Panel on Allergy and Immunology
California Medical Association

Ad Hoc Grant Reviewer
Cystic Fibrosis Research, Inc.

Immunotherapy Advisory Board
Cystic Fibrosis Foundation & Univax Biologicals, Inc.

Chair, Data Safety Monitoring Committee

National Multicenter Controlled Pentoxifylline Trial
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Special Emphasis Panel on Asthma Academic Awards
National Heart, Blood and Lung Institute
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Data Safety Monitoring Committee

Multicenter Controlled Exosurf Trial in Patients
with Cystic Fibrosis

Burroughs-Wellcome, Inc.

North American Conference Planning Committee
Cystic Fibrosis Foundation

Clinical Practice Guidelines Committee
Cystic Fibrosis Foundation

Merrem® Advisory Board
Zeneca Pharmaceuticals, Inc.

Ad Hoc Grant Reviewer |
National Science Foundation of Switzerland

Committee to Study Priorities for Vaccine Development
Institute of Medicine
National Academy of Sciences

Ad Hoc Grant Reviewer
Cystic Fibrosis Association of Germany

Ad Hoc Grant Reviewer
Canadian Cystic Fibrosis Foundation
Scientific Advisory Board, AeroGen Corporation
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Chair, Protocol Review Committee 2002-
CFF Therapeutics Development Network

GCRC Site Review Committee
NIH-National Center for Research Resources 2002-

JOURNAL MANUSCRIPT REVIEWER

American Journal of Asthma and Allergy for Pediatricians
American Journal of Clinical Nutrition

American Journal of Respiratory and Critical Care Medicine
Annals of Allergy

Chest

Clinical and Diagnostic Laboratory Immunology

Clinical Journal of Sports Medicine

Clinical Immunotherapeutics

Clinical Reviews in Allergy

European Respiratory Journal

Infection and Immunity

International Archives of Allergy and Applied Immunology
Human Gene Therapy

Journal of Adolescent Health

Journal of Allergy, Asthma, and Clinical Immunology
Journal of Clinical Investigation

Journal of Clinical Microbiology

Journal of Infectious Diseases

Journal of Pediatrics

The Lancet

Pediatric Allergy and Asthma

Pediatric Drugs

Pediarric Pulmonology

Pediatric Research

Pediatrics

Respiratory Research

SYMPOSIA. CONFERENCES. AND SESSIONS ORGANIZED

Symposium on Rhinitis: Differentiation and Management in Primary Care Practice, Napa, CA,
January 27-28, 1984. Co-sponsored by American Academy of Allergy & Immunology and
American Academy of Family Practice. Chair.

GAP Conference on Infection, Immunity and Inflammation in Cystic Fibrosis, Williamsburg,
VA, June 6-9, 1988. Sponsored by Cystic Fibrosis Foundation. Co-Chair.

Session on Intravenous Immunoglobulin, Protease Inhibitors and Other New Therapies, Fifth
Annual North American Cystic Fibrosis Conference, Dallas, TX, October 2-5, 1991. Sponsored
by Cystic Fibrosis Foundation. Co-Chair.
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Workshop on Clinical Anti-Inflammatory Interventions, Tenth Annual North American Cystic
Fibrosis Conference, Orlando, FL, October 24-27, 1996. Co-Chair.

Northern California Cystic Fibrosis Center Physicians and Coordinators Meeting, Napa CA, May
30, 1998. Chair.

Advances in Inhaled Antibiotic Therapy, San Francisco CA, October 9, 1998. Chair.

Lung Disease in Immunoglobulin Deficiency Syndromes. Sunrise Seminar, American Thoracic
Society, San Diego CA, April 26, 1999. Co-chair with Valentin Popa. ’

Consensus Conference on Allergic Bronchopulmonary Aspergillosis. Cystic Fibrosis
Foundation, Bethesda MD, June 12-13, 2001. Co-Chair with David Stevens.

Symposium on Non-CF Bronchiectasis and ABPA, North American CF Conference, Orlando
FL, October 27, 2001. Co-Chair with Jim Yankaskas.

Symposium on Asthma and ABPA, North American CF Conference, Orlando FL, October 4,
2002. Chair.

Cystic Fibrosis Foundation Williamsburg Conference, Inflammation Session, Williamsburg VA,
June 2, 2003. Co-Chair.

Advances Against Aspergillosis International Conference, San Francisco CA, Sept 9-11, 2004.
Organizing Committee and Session Chair.

INVITED PRESENTATIONS (selected from 2000-present only)

Children’s National Medical Center, Washington DC, January 19, 2000. CF - New Insights and
Therapies. Pediatric Grand Rounds.

American College of Chest Physicians/American Academy of Pediatrics, San Diego CA, April
1-4, 2000. A. Celebration of Pediatric Pulmonclogy. Controversies in Sinusitis. The Vulnerable
Infant — Bronchopulmonary Dysplasia.

American Thoracic Society/International Lung Conference, Toronto CA, May 6-9, 2000. New
Perspectives in Aerosolized Antibiotics. Pediatric Clinical Chest Rounds, Case Discussant.

Johns Hopkins Medical Center. September 7, 2000. Allergic Bronchopulmonary Aspergillosis.
Pulmonary Medicine Research Conference.

National Institutes of Health DNA Advisory Committee. September 26, 2000. Phase 11
Aerosolized Gene Therapy Protocol for Cystic Fibrosis. Public Hearing.

St Louis Cardinal Glennon Children’s Hospital/St. Louis University. May 30, 2001. Fungal

Complications of Cystic Fibrosis. Grand Rounds. Cytokines in cystic fibrosis. Allergy-
Immunology Research Seminar.
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Current Concepts in Pediatric Respiratory Disease: San Diego 2001. Children’s Hospital San
Diego. June 29-30, 2001. Bronchopulmonary Dysplasia: Does it Still Oceur and How Should it
be Managed?; Cystic Fibrosis: What we’ve Learned from the Infants and Should we Screen?

South American Congress of Pediatric Pulmonology. Florianopolis Brazil, October 1-5, 2001.
Aerosolized Antibiotics.

Community Hospital of Los Gatos Grand Rounds. March 28, 2002. Cystic fibrosis.
Santa Clara Valley Medical Center Pediatric Grand Rounds. May 1, 2002. Cystic Fibrosis.

Resplratory Symposmm Central California Children’s Hospxtal Madera CA. September 26,
2002. Pathophysiology of Cystic Fibrosis.

North American CF Conference, October 4, 2002. CFF Consensus Conference
Recommendations on Diagnosis and Treatment of ABPA.

3" Anuual Irish Cystic Fibrosis Trust Meeting, Killarney, Ireland, February 8, 2003. Allergic
Bronchopulmonary Aspergillosis.

Miami Children’s Hospital 38" Annual Pediatric Postgraduate Course, January 27, 2003,
Aerosolized Antibiotics in Treatment of Respiratory Infection in Chjldren.

New York Cystic Fibrosis Consortium’s Dinner Lecture, March 6 2003. Treatment Emergent
Pathogens: Aspergillus and S. Maltophilia.

UCSF Pulmonary Grand Rounds, San Francisco CA, May 6, 2003. Allergic Bronchopulmonary
Aspergillosis.

American Society of Gene Therapy, Workshop on Respiratory Tract: Planning and Executing a

Gene Therapy Trial for the Respiratory Tract, Washington DC, June 5, 2003. Aersol Grene
Transfer in Cystic Fibrosis: The tgAAVCF Experience.

Postgraduate Institute for Medicine, Update on the Microbiology of Cystic Fibrosis (national
teleconference), June 16-18, 2003. Treatment of Emerging Opportunists: Aspergillus.

CFRI Annual Conference, Redwood City CA, July 27, 2003. Gene Therapy Research: How
Close are We?

Brazilian Cystic Fibrosis Assocation, Rio de Janeiro, Brazil, September 7-9, 2003. Gene
Therapy; Inhalation Antiotics.

Cystic Fibrosis Foundation, North American CF Conference, October 19, 2003. Plenary
Speaker, Progression of Cystic Fibrosis: Can We Gain the Upper Hand?

Lovelace Respiratory Research Institute, Santa Fe NM, October 14, 2003. New Pharmaceuticals:
Inhalational Antibiotics for Airways Infection.

rbm/0904



19

Spanish National Cystic Fibrosis Association, Oviedo, Spain, November 21-22, 2003. Clinical
Research in Cystic Fibrosis; Inhalational Antibiotics.

Advances Against Aspergillosis International Conference, San Francisco CA, Sept 9-11, 2004.
Session Co-Chair, Immunity and Alergy to Aspergillus. Pathophysiology and Immunology of
Allergic Aspergillosis.

SELECTED ABSTRACTS
Lewiston NJ, Moss RB. Prolonged corticosteroid therapy in cystic fibrosis. CF Club Abstr
22:131, 1981.

Moss RB, Hsu YP. IgM and IgG rheumatoid factors in cystic fibrosis compared to rheumatic
diseases of childhood and controls. Clin Res 30:96A, 1982.

Moss RB, Hsu YP. Autoimmunity in cystic fibrosis: evidence against polyclonal B cell
activation. J Allergy Clin Immunol 69:5112, 1982.

Lewiston NJ, Moss RB. Circulating immune complexes decrease during corticosteroid therapy in
cystic fibrosis. Pediatr Res 16:345A, 1982.

Moss RB, Hsu YP, Leahy M, Halpern G. IgG4 antibodies to Pseudomonas aeruginosa in cystic
fibrosis. CF Club Abstr 23:13, 1982.

Leong RE, Moss RB, Blessing J, Cheung NKV, Cheung I, Lewiston NJ. IgE and IgG antibodies
to casein in suspected cow's milk allergy. Ann Allergy 50:352, 1983.

Moss RB, Hsu YP. Humoral immune response to inhaled and parenteral allergens: role of 1gGy
antibody in clinical protection. J Allergy Clin Immunol 73:138, 1984.

Moss RB, Hsu YP, Kwasnicki M, Reid MJ. A quantitative immunoenzymatic assay for allergen-
specific IgE antibodies. Comparison with three other in vitro assays. Clin Res 32:41A, 1984.

Kwasnicki JM, Moss RB, Cheung NKV, Reid MJ. Towards a quantitative enzyme-linked
immunosorbent assay for specific IgE. J Allergy Clin Immunol 73:152, 1984.

Blessing J, Leong RE, Machtinger S, Lewiston N, Moss RB. Once a day theophylline in
asthmatic adolescents. Clin Res 32:61A, 1984.

Blessing J, Leong RE, Machtinger S, Lewiston N, Moss RB, Rubinstein S Hindi R. Once daily
theophylline (Uniphyl) for treatment of bronchospasm in patients with cystic fibrosis and
asthma. Ann Allergy 52:235, 1984.

Moss RB, Hsu YP. A quantitative immunoenzymatic assay for grass pollen-specific IgG
antibodies. J Allergy Clin Immunol 75:175, 1985.
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Somma C, Silverman E, Moss RB. Normal suppressor T cell function in hospitalized patients
with cystic fibrosis. Clin Res 33:82A, 1985.

Hindi R, Hsu YP, Moss RB, Lewiston NJ. In vitro screening for allergic antibodies in young
children. Ann Allergy 54:360, 1985.

Moss RB, Hsu YP. Alveola.r macrophage phagocytosis of Pseudomonas aeruginosa opsonized
by normal, cystic fibrosis, and murine monoclonal antibodies. Am Rev Respir Dis 131:A22,

1985.

Moss RB, Hsu YP, Larrick JW. Opsonization of Pseudomonas aeruginosa by human polyclonal,

murine monoclonal, and cystic fibrosis-derived human monoclonal antibodies. CF Club Abstr
26:23, 1985.

Adams L, Moss RB, Hindi R, Rubinstein S, Sullivan M, Lewiston N. Effect of nocturnal feeding
via percutaneous endoscopic gastrostomy on nutrition and growth in cystic fibrosis. CF Club
Abstr 26:83, 1985.

Larrick JW, Moss RB, Hart S, Hsu YP, Dyer B. Production of type-specific human monoclonal
antibodies to Pseudomonas aeruginosa. CF Club Abstr 26:133, 1985.

Moss RB, Hsu YP, Lewiston NJ, De Lange G. Allotype, isotype, and immune response in cystic
fibrosis. J Allergy Clin Immunol 79:143, 1987.

Moss RB, Hsu YP, Reid MJ. Dissecting the atopic immune response to grass pollen. J Allergy
Clin Immunol 79:215, 1987.

Moss RB, Hsu YP, Lewiston NJ, De Lange G. Impaired natural IgG» antibody response to

polysaccharide antigens and decreased Km(1)-A2m(2) allotypes in cystic fibrosis. Pediatr Res
21:330A, 1987.

Moss RB, Eichler [. Defective antibody-mediated opsonization of Pseudomonas aeruginosa in
cystic fibrosis: an isotype-dependent defect? J Allergy Clin Immunol 81:298, 1988.

Moss RB, Kurland G, Ayin S, Lewiston NJ, Cheung ATW. A primate model of chronic
Pseudomonas bronchopneumonia. Am Rev Respir Dis 137:318, 1988.

Moss R, Joris L, Hsu Y, Eichler I. Role of antigen and isotype in defective opsonization of
Pseudomonas aeruginosa in CF. Pediatr Pulmonol S2:124, 1988.

Moss RB, Joris L, Hsu YP, Van Wye J, Eichler I. Are IgG4 antibodies to lipopolysaccharide

antigens of Pseudomonas aeruginosa opsonophagocytic blocking factors in cystic fibrosis?
American Association for the Advancement of Science, Annual Meeting Abstracts, p. 59, 1989.

Moss RB, Joris L, Eichler I, Van Wye J, Hsu YP. Pseudomonas aeruginosa endobronchial

infection in cystic fibrosis induces nonopsonic IgGy and IgGy lipopolysaccharide-specific
antibodies. Pediatr Res 25:185A, 1989,
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Cheung ATW, Moss RB, Lewiston NJ, Leong A, Novick WJ. Chronic Pseudomonas
endobronchitis and pentoxifylline efficacy study. Am Rev Respir Dis 141:A87, 1990.

Hsu YP, Moss RB. Performance of a microtiter plate histamine release assay employing a
monoclonal antibody. J Allergy Clin Immunol 87:280, 1991.

Bocian RB, Hsu YP, Van Schooten W, Gardner P, Nghiem P, Moss RB. Antigen-specific T cell
clones from cystic fibrosis patients. Pediatr Pulmonol Suppl 6:304, 1991.

Moss RB, Loutit CL, Davidson J, Hsu YP. Mechanism of g-lactam induced mediator release in
CF. Pediatr Pulmonol Suppl 6:306, 1991.

Bocian R, Hsu YP, Kemna M, Dong A, Gardner P, Moss R. Phenotypic characterization of T
cell clones derived from patients with cystic fibrosis. Pediatr Pulmonol Suppl 8: 318, 1992.

Kemna M, Hsu YP, Bocian R, Moss R. Expression of CFTR in T cells: demonstration by flow
cytometry and catalytic immunoprecipitation. Pediatr Pulmonol Suppl 8: 318, 1992.

Bocian RC, Hsu Y-P, Kemna M, Dong Y, Gardner P, Moss RB. Cystic fibrosis transmembrane
conductance regulator expression in T cell clones from cystic fibrosis patients. Am Rev Respir
Dis 147 A26 and A718, 1993.

Lim JJ, Moss RB, Palmer J, Harkins EA, Marcus R, Bachrach LK. Bone mineral status in cystic
fibrosis: risk factors for osteoporosis. Pediatr Pulmonol Suppl 9:278, 1993.

Moss R, Desch J, King V, Toy KJ, Sinicropi D, Shak S. Biochemical and biophysical
characterization of sinus secretions in CF. Pediatr Pulmonol Suppl 9:266, 1993.

Bocian RC, Hsu Y-P, Kemna M, Olds L, Dong Y, Gardner P, Moss RB. Direct demonstration of
CFTR protein expression and Cl- channel dysregulation in cystic fibrosis T cells. Pediatr
Pulmonol Suppl 9:204, 1993.

Moss R, Bocian R, Hsu Y-P, Yssel H. Is CF a T2 immunoinflammatory disease? Pediatr
Pulmonol Suppl 9:289, 1993.

Hamilton JR, Noble A, Moss RB, Bocian RC. Synergy testing in antibiotic selection for cystic
fibrosis patients with multi-resistant Pseudomonas. Pediatr Pulmonol Suppl 9:262, 1993.

Sinicropi D, Prince W, Lofgren JA, Baker D, Moss R, Smith AL, Shak 8. Measurement of DNA
concentration and length in cystic fibrosis sputum. Pediatr Pulmonol Suppl 10:238, 1994.

Gonzalez A, Troup N, Mickelsen P, Moss R. Pseudomonas aeruginosa in sinuses and airways of
CF patients: genomic fingerprinting by pulsed field gel electrophoresis. Pediatr Pulmonol Suppl
10:252-253, 1994.

Moss R, Fink R, Schroeder S, Ramsey B, Fries L, Fuller S, Harkonen S, Muenz L, Thornton M.
Safety and pharmacokinetics of a mucoid Pseudomonas aeruginosa immune globulin intravenous
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in patients with cystic fibrosis - preliminary results of a Phase I/11 trial. Pediatr Pulmonol 19:85,
1995.

Moss RB, Bocian RC, Hsu YP, Wie T, Yssel H. Reduced interleukin-10 production by cystic
fibrosis T cell clones. Am J Resp Crit Care Med 151:A248, 1995.

Harkins EA, Moss RB, Umbenhower D. Critical pathway for management of pulmonary
exacerbation in cystic fibrosis reduces cost and length of stay. Am J Resp Crit Care Med 151:
A741, 1995.

Robinson TE, Sarinas PS, Clark AR, Chitkara R, Moss RB, Canfield J, Corkery K, Fick RB.
Effect of device resistance and dynamic lung function on peak inspiratory flow rates in CF and
non-CF COPD. Am J Resp Crit Care Med 151:A837, 1995.

Moss R, Hsu Y, Wei T, Bocian R. Interleukin-10 is selectively reduced in activated cystic
fibrosis T lymphocytes. Pediatr Pulmonol Suppl 12:273-274, 1995.

Olds L, Hsu Y, Wei T, Bocian R, Fok K, Wada G, Moss R. T cell activation and cytotoxicity in
cystic fibrosis. Pediatr Pulmonol Suppl 12:274, 1995.

Wagner JA, Daifuku R, Moran ML, Kouyama K, Palmer J, Norbash AM, Harkins A, Davies Z,
Reynolds T, Guggino WB, Moss RB, Wine JJ, Carter B, Flotte TR, Gardner P. Evaluation of
adeno-associated virus mediated gene transfer of CFTR in the maxillary sinus of CF patients
with antrostomies. Pediatr Pulmonol Suppl 12:227, 1995.

Mickle J, Macek M, Egan M, Fulmer-Smentek S, Schwiebert E, Guggino W, Moss R, Cutting
G. Elevated sweat chloride concentrations in the absence of lung or pancreatic manifestations are
associated with mutations in each CFTR gene. Pediatr Pulm Suppl 13:245, 1996.

Wagner JA, Moran ML, Messner AH, Daifuku R, Kouyama K, Desch JK, Norbash AM, Harkins
A, Friborg S, Reynolds T, Guggino WB, Moss RB, Wine JJ, Carter BJ, Flotte TR, Gardner P.
Safety of delivery of adeno-associated virus medated gene transfer of CFTR in the maxillary
sinus of CF patients with antrostomies. Pediatr Pulm Suppl 13:276, 1996,

Moss RB, Nepomuceno I, Esrig S. Allergic bronchopulmonary aspergillosis in cystic fibrosis:
aeroallergen sensitization and treatment with itraconazole. Pediatr Pulm Suppl 13:327, 1996.

Moss RB, YP Hsu YP, L Olds L. Reduced IL-10 secretion by T cells expressing mutant CFTR: a
role for Ca2* and Cl- channels. J 4llergy Clin Immunol 99:8330, 1997.

Moss R, Nepomuceno 1, Esrig 8. Efficacy of itraconazole for allergic bornchopulmonary
aspergillosis in cystic fibrosis. Am J Resp Crit Care Med 155:A644, 1997.

Moss RB, Hsu YP, Olds L. Reduced IL-10 secretion by T cells expressing mutant CFTR is
mimicked by inhibition of Cl- flux. Am J Resp Crit Care Med 155:A198, 1997.

Dosanjh A, Kawalek A, Moss R. The activation of eosinophils in the airways of lung
transplantation patients. AmJ Resp Crit Care Med 155:A270, 1997.
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Robinson T, Leung AN, Moss RB, Bloch DA, Northway WH. Cystic fibrosis: evaluation of a
thin-section CT scoring system. Radiological Society of North America, annual meeting, Nov
30-Dec 5, 1997.

Wagner JA, Moran ML, Messner AH, Daifuku R, Desch JK, Norbash AM, Conrad CK,
Nepumuceno I, Manley S, Friborg S, Reynold T, Guggion WB, Moss RB, Wine JJ, Carter BJ,
Flotte TR, Gardner P. Efficient and persistent gene transfer of AAV-CFTR in the maxillary sinus
of CF patients with antrostomies. Pediatr Pulmonol Suppl 14:267, 1997.

Robinson TE, Leung AN, Moss RB, Blankenberg FG, Bloch DA, Oehlert JW,; Al-Dabbagh H,
Northway WH. Assessment of spirometer-gated high resolution computed tomography of the
chest in cystic fibrosis patients before and after treatment for a pulmonary exacerbation. Pediatr
Pulmonol Suppl 17:334-335, 1998.

Wagner JA, Messner AH, Friborg S, Reynolds T, Guggino WB, Moss RB, Wine JJ, Carter BJ,
Flotte TR, Gardner P. A phase II, double-blind, randomized, placebo-controlled clinical trial of
tgAAVCEF in the maxillary sinus of CF patients. Pediatr Pulmonol Suppl 17:260, 1998.

Robinson TE, Leung AN, Moss RB, Blankenberg FG, Northway WH. A new technique for
evaluating air-trapping in CF patients using spirometer-gated high resolution CT scans during
inspiratory/expiratory imaging. Pediatr Pulmonol Suppl 17:335, 1998.

Wagner JA, Moran ML, Messner AH, Nepomuceno 1B, Norbash AM, Conrad CK, Moss RB,
Wine JJ, Gardner P. Maxillary sinusitis as a surrogate model for acute infectious exacerbations
of CF lung disease. Pediatr Pulmonol Suppl 17:351, 1998.

Robinson TE, Leung AN, Moss RB, Blankenberg FG, Bloch DA, Oehlert JW, Al-Dabbagh H,
Hubli S, Northway WH. Utility of spirometer-triggered high resolution computed tomography
scores in assessing changes in cystic fibrosis patients before and after treatment for a pulmonary
exacerbation. Pediatr Research 45:355A, 1999.

Frick OL, Gertz E, Wong JH, del Val G, Yee BC, Buchanan BB, Petersen WR, Teuber SS, Moss
R. New evidence strengthening the dog as a model for human allergies. J Allergy Clin Immunol
103:598, 1999.

Moss R, Kylstra JW, Gibson R. Who benefits more? An analysis of FEV1 and weight in
adolescent (age 13-<18) CF patients using inhaled tobramycin (Tobi). Pediatr Puimno! Suppl
19:243, 1999.

Wagner JA, Messner AH, Moran ML, Guggino WB, Flotte TR, Wine JJ, Carter BJ, Batson EP,
Moss RB, and Gardner P. A phase II, double-blind, randomized, placebo-controlled clinical trial
of tgAAVCF using maxillary sinus delivery in CF patients with antrostomies. Pediatr Pulmnol
Suppl 19:223, 1999.

Aitken ML, Moss RB, Waltz DA, Dovey ME, Tonelli MR, Gibson RL, Ramsey BW, Carter BJ,

Reynolds TC. A Phase I study of aerosolized administration of tgAAVCEF to CF patients with
mild lung disease. Pediatr Pulmnol Suppl 20:236, 2000.
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Stroud P, Paxton C, Moss RB. Widespread underdiagnosis and non-CF Center based care for
California CF patients. Pediatr Pulmnol Suppl 20:316, 2000. ‘

Robinson TE, Germain-Thomas AS, Kesavarju K, Northway WH, Leung AN, Moss RB.
Spirometer-triggered high resolution computed tomography scores in mild and moderate to
severe CF lung disease. Am J Respir Crit Care Med 163:A87, 2001.

Robinson TE, Germain-Thomas AS, Kesavarju K, Oehlert JW, Bloch DA, Moss RB.
Quantitative air trapping analysis in children with mild cystic fibrosis pulmonary disease. Am J
Respir Crit Care Med 163:A564, 2001.

Tirouvanziam RM, Tjioe I, Moss RB, Parks DR, Herzenberg LA, Wine JJ. Multiparameter study
of CF blood and lung leucocytes using 3-laser, 11-color flow cytometry. Pediatr Pulmonol Suppl
22:271-272, 2001.

Robinson TE, Kesavaraju K, Newaskar M, Bhise P, Mishra N, Blankenberg FG, Northway WH,
Leung AN, Moss RB. Spirometer-triggered high-resolution computed tomography scores in mild
and moderate to severe CF lung disease. Pediatr Pulmonol Suppl 22:301, 2001.

Goris ML, Zhu JH, Moss RB, Robinson TE. An automated method for air trapping quantification
utilizing inspiratory and expiratory CT images. Am J Respir Crit Care Med 165:A650, 2002.

Moss R, Aitken M, Clancy J, Milla C, Rodman D, Spencer LT, Waltz D, Zeitlin P, Davies Z,
Hamblett N, Johnson C, Pedersen P, Carlin J. .A multicenter, double-blind, placebo controlled,
phase II study of aerosolized tgAAVCEF in cystic fibrosis patients with mild lung disease. Pediatr
Puimonol Suppl 24: 250-251, 2002.

Robinson T, Leung AN, Northway WH, Blankenberg FG, Chan F, Bloch D, Homes T, Moss RB.
Composite spirometric-CT outcome measure markedly improves sensitivity to change in early
cystic fibrosis lung disease. Pediatr Pulmonol Suppl 24: 298, 2002.

Robinson TE, Goris ML, Bhise P, Sathi A, Zhu JH, Moss RB. Quanititative HRCT air trapping
analysis in CF subjects with mild lung disease during a Pulmozyme intervention study. Pediatr
Pulmonol Suppl 24: 298, 2002.

Gibson RL, Emerson J, McNamara S, Burns JL, Rosenfield M, Yunker A, Hamblett N, Accurso
F, Dovey M, Hiatt P, Moss R, Konstan M, Retsch-Bogart G, Waltz D, Wilmott R, Wagener J,
Zeitlin P, Ramsey B. A randomized, controlled tiral of inhaled tobramycin in young children
with cystic fibrosis: eradication of Pseudomonas aeruginosa from the lower airway. Pediatr
Pulmonol Suppl 24: 300, 2002.

Moss R, Wagener J, Daines C, Hale K, Ahrens R, Gibson R, Anderson K, Retsch-Bogart G, Nasr
S, Noth I, Waltz D, Zeitlin P, Ramsey B, Hamblett N, Starko K. Randomized, double-blind,
placebo-controlled, dose-escalating study of aerosolized interferon gamma-1b (IFN-y1b) effects
on safety, bacterial counts, and pulmonary function in 66 patients with mild-moderate cystic
fibrosis lung disease. Am J RespirCril Care Med 167:A923, 2003.
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Brody AS, Campbell JD, Millard, Steven P, Moss RB, Heald AE. Relationship between FEV1
and high-resolution chest CT findings in CF patients with mild lung disease: baseline data from
the AAV2 Phase II gene transfer study. Pediatr Pulmono! Suppl 25; 319, 2003.

Borowitz D, Goss CH, Stevens C, Hayes D, Newman L, O'Rourke A, Konstan M, Wagener JG.
Moss R, Hendeles L, Orenstein D, Ahrens R, Oermann C, Aitken M, Mahl T Safety and
preliminary clinical activity of a novel pancreatic enzyme preparation, Theraclec-Total for the
treatment of exocrine pancreatic insufficiency. Pediatr Pulmonol Suppl 25; 339, 2003.

Gibson RL, Emerson J, McNamara S, Burns JL, Rosenfeld M, Hamblett N, Borowitz D, Daines
C, Hiatt P, Konstan M, Moss R, Retsch-Bogart G, Wagener J, Waltz D, Zeitlin PL, Ramsey B.
Duration of the anti-pseudomonal treatment effect of inhaled tobramcyin in young children with
cystic fibrosis. Pediatr Pulmonol Suppl 25; 295, 2003.

Robinson TE, Goris ML, Zhu JH, Valansani M, Kabanskaya Y, Mosé RB. Regional effects of
Pulmozyme therapy on air trapping during a 12 month intervention. Pediatr Suppl 25; 315-316,
2003.

Robinson TE, Goris ML, Zhu JH, Chen X, Moss RB. Quantitative air trapping is associated with
mucus plugging, extent and severity of bronchial wall thickness and bronchiectasis HRCT
scoring. Pediatr Puimonol Suppl 25; 316, 2003.

Robinson TE, Raman R, Venkatraman R, Desai N, Shah S, Mishra N, Alper A, Sheikh F, Hajra
S, Nadgir U, Nandini A, Moss RB. Effect of Pulmozyme therapy on quantitative airway
measurements: results of a preliminary study. Am J Respir Crit Care Med, 169:A391, 2004

Wong T, Delaria K, Tepper J, Moss R, Longphre M. SPINT?2 inhibits elastase activity in
bronchoalveolar lavage fluids from CF patients. Pediatr Pulmonol, Submitted.

Moss RB, Milla C, Colombo J, Clancy JP, Zeitlin P, Spencer T, Accurso F, Pilewski J, Waltz
DA, Dorkin HL, Ferkol T, Pian M, Ramsey B, Martin D, Anklesaria P. Heald AE. A mulicenter,
double-blind, placebo-controlled, Phase IIB study of aerosolized tgAAVCF for the treatment of
cystic fibrosis. Pediatr Pulmonol, Submitted.

Borowitz D, Goss C, Stevens C, Hayes D, Newman L, O’Rourke A, Konstan M, Wagener J,
Moss R, Hendeles L, Orenstein D, Ahrens R, Oermann C, Aitken M, Mah! T, Dunitz J Clancy
JP. Safety and preliminary clinical activity of a novel pancreatic enzyme preparation,
TheraCLEC-Tota,l containing lipase, protease and amylase for the treatment of exocrine
pancreatic insufficiency. Eur CF Conf 2004, submitted.

tbm/0904



26

PEER-REVIEW PUBLICATIONS

10.

11.

12.

13.

14.

15.

Miller JJ, Hsu YP, Moss RB, Olds L. The immunologic and clinical associations of the split
products of C'3 in plasma in juvenile rheumatoid arthritis. Arth Rheum 22:502-507, 1979.

O'Leary J, Moss RB, King R, Liebhaber M, Lewiston N. Cuirass ventilation in childhood
neuromuscular disease. J Pediatr 94:419-421, 1979.

Moss RB, Sriram S, Kelts KA, Lewiston N. Chronic neuropathy presenting as a floppy
infant with respiratory distress. Pediatrics 64:459-464, 1979.

Moss RB, Lewiston NJ. Immune complexes and humoral response to Pseudomonas
aeruginosa in cystic fibrosis. Am Rev Respir Dis 121:23-29, 1980.

Moss RB, Hsu YP, Lewiston NJ. 125[-C1q binding and specific antibodies as indicators of
pulmonary disease activity in cystic fibrosis. J Pediatr 99:215-222, 1981.

Moess RB, Hsu YP. Isolation and characterization of circulating immune complexes in cystic
fibrosis. Clin Exp Immunol 47:301-308, 1982.

Hsu YP, Moss RB. A microtiter immunoenzymatic assay for antigen-specific IgG4 subclass
antibodies. Clin Rev Allergy 1:233-236, 1983.

Hsu YP, Moss RB. Microtiter plate immunoassays for IgE and IgG subclass antibodies.
Immunol Allergy Pract 6:56-64, 1984,

Ortolani C, Pastorello E, Moss RB, Hsu YP, Restuccia M, Joppolo G, Miadonna A,
Comelli U, Halpern G, Zanussi C. Grass pollen immunotherapy. A single year double-blind,
placebo controlled study in patients with grass pollen-induced asthma and rhinitis. J Allergy
Clin Immunol 73:283-290, 1984.

Moss RB, Babin S, Blessing J, Lewiston NJ. Allergy to semisynthetic penicillins in cystic
fibrosis. J Pediatr 104:460-466, 1984,

Rubinstein S, Hindi R, Moss R, Blessing J, Lewiston N. Sudden death in adolescent asthma.
Ann Allergy 53:311-318, 1984.

Reid MJ, Kwasnicki JM, Moss RB, Cheung NKV. Underestimation of specific
immunoglobulin E by microtiter plate enzyme-linked immunosorbent assays. J Allergy Clin
Immunol 76:172-177, 1985,

Moss RB, Blessing J, Bender SW, Weibel A. Cystic fibrosis and neuroblastoma. Pediatrics
76:814-817, 1985.

Lewiston NJ, Moss RB. Immune complexes in CF: keys to new clinical insight. J Respir
Dis 7:60-66, 1986.

Machtinger S, Moss RB. Cow's milk allergy in breast fed infants. Role of allergen and
breast milk secretory IgA antibody. J Allergy Clin Immunol 77:341-347, 1986.

rbm/0904



16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

27

Moss RB, Hsu YP, Lewiston NJ, Curd JG, Milgrom H, Hart S, Dyer B, Larrick JW.
Association of systemic immune complexes, complement activation, and antibodies to
Pseudomonas aeruginosa lipopolysaccharide and exotoxin A with mortality in cystic
fibrosis. Am Rev Respir Dis 133:648-652, 1986.

Moss RB, Hsu YP, Sullivan MM, Lewiston NJ. Altered antibody isotype in cystic fibrosis:
possible role in opsonic deficiency. Pediatr Res 20:453-459, 1986.

Sullivan MM, Moss RB, Lewiston NJ. Supraventricular tachycardia in cystic fibrosis. Chest
90:239-242, 1986.

Rubinstein S, Moss RB, Lewiston NJ. Constipation and meconium ileus equivalent in cystic
fibrosis. Pediatrics 78:473-79, 1986.

Reid MJ, Moss RB, Kwasnicki JM, Commerford TM, Nelson BL. Seasonal asthma in
northern California: allergic etiology and efficacy of immunotherapy. J Allergy Clin
Immunol 78:590-600, 1986.

Moss RB. Antibody and immune complex production in cystic fibrosis. Pediatr Pulmonol
Suppl 1:95-98, 1987.

Moss RB. IgG subclass antibody markers in grass pollen immunotherapy. Allergy Proceed
8:409-415, 1987.

Moss RB, Hsu YP, Kwaswnicki JM, Sullivan MM, Reid MJ. Isotypic and antigenic
restriction of the blocking antibody response to Rye grass pollen: correlation of Rye Group I
specific IgG; with clinical response. J Allergy Clin Immunol 79:387-398, 1987.

Moss RB. Hypergammaglobulinemia in cystic fibrosis: the role of Pseudomonas
endobronchial infection. Chest 91:522-526, 1987.

Lewiston NJ, Hindi R, Hsu YP, Lewiston J, Moss RB. IgE antibodies in young children
with possible allergic symptoms. J Pediatr 110:738-40, 1987.

Lewiston NJ, Moss RB, Hindi R, Rubinstein S, Sullivan MM. Interobserver variance in
clinical scoring for cystic fibrosis. Chest 91:878-82, 1987.

Moss RB, Hsu Y, Esrig S. Performance characteristics of immunoenzymatic testing for total
and specific immunoglobulin E. Comparison of conventional assay with a microtiter plate
accelerated computerized procedure. Ann Allergy 59:185-191, 1987.

Moss RB, Hsu YP, Van Eede PH, Van Leeuwen AM, Lewiston NJ, De Lange G. Altered
antibody isotype in cystic fibrosis: impaired natural antibody response to polysaccharide
antigens. Pediatr Res 22:708-713, 1987.

rbm/0904



29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

28

Terr Al, Moss RB, Strober S. Effect of total lymphoid irradiation on IgE antibody
responses in rheumatoid arthritis and systemic lupus erythematosus. J Allergy Clin
Immunol 80:798-802, 1987.

Moss RB. The role of IgG subclass antibodies in chronic infection: the case of cystic
fibrosis. Allergy Proceed 9:57-61, 1988.

Moss RB. Allergy evaluation in children: skin testing and RAST. Am J Asthma Allergy
Pediatr 1:101-108, 1988.

Smith AL, Redding G, Doershuk C, Goldman D, Gore E, Hilman B, Marks M, Moss R,
Ramsey B, Rubio T, Schwartz R, Thomassen MJ, Williams-Warren J, Weber A, Wilmott R,
Wilson D, Yogev R. Sputum changes associated with therapy for endobronchial
exacerbation in cystic fibrosis. J Pediatr 112:547-554, 1988.

Reid MJ, Schwietz LA, Whisman BA, Moess RB. Mountain cedar pollenosis: can it occur in
non-atopics? Allergy Proceed 9:225-232, 1988.

Eichler I, Gotz M, Jarisch R, Moss R. Assessment of validity of allergen reactivity with
multiple skin prick testing, RAST, EAST, and rocket immunoelectrophoresis. 4llergy
43:458-463, 1988.

Moss RB. Allergic etiology and immunology of asthma. Ann Allergy 63:566-577, 1989.

Fling JA, Ruff ME, Parker WA, Whisman BA, Martin ME, Moss RB, Reid MJ.
Suppression of the late cutaneous response by immunotherapy. J Allergy Clin Immunol
83:101-109, 1989.

Palmer J, Parker BR, Moss R, Lewiston NJ. Bird fancier's disease in children. 4m J Asthma
Allergy Pediatr 3:45-52, 1989,

Eichler I, Joris L, Hsu YP, Van Wye J, Bram R, Moss RB. Nonopscnic antibodies in cystic
fibrosis: Pseudomonas aeruginosa lipopolysaccharide-specific antibodies from infected
patients inhibit neutrophil oxidative responses. J Clin Invest 84:1794-1804, 1989.

Moss RB. Antibody production in cystic fibrosis and possibilities for immunotherapy.
Pediatr Pulmonol Suppl 5: 66-67, 1990.

Umetsu DT, Moss RB, King VV, Lewiston NJ. Sinus disease in patients with cystic
fibrosis: relationship to pulmonary exacerbation. Lancet 335:1077-1078, 1990.

Van Wye JE, Collins MS, Baylor M, Pennington JE, Hsu YP, Sampanvejsopa V, Moss RB.
Pseudomonas hyperimmune globulin passive immunotherapy for pulmonary exacerbations
in cystic fibrosis. Pediatr Pulmonol 9:7-18, 1990.

Northway WH, Moss RB, Carlisle KB, Parker BR, Popp RL, Pitlick PT, Eichler I, Lamm R,
Brown BW. Late pulmonary sequelae of bronchopulmonary dysplasia. N Engl J Med
26:1793-1799, 1990.

tbm/0904



43.
44.

45,

46,

47.

48.

49.

50.

SL

52.

53.

54.

55.

56.

29

Moss RB. 1gG subclasses. West J Med 154:458-459, 1991.
Moss RB. Drug allergy in cystic fibrosis. Clin Rev Allergy 9:211-229, 1991.

Van Wye JE, Hsu YP, Lane RS, Terr Al, Moss RB. Anaphylaxis from a tick bite. N Engl J
Med 324:777-778, 1991.

Moss RB. Sensitization to aztreonam and cross-reactivity with other beta-lactam antibiotics
in high-risk patients with cystic fibrosis. J 4llergy Clin Immunol 87:78-88, 1991.

Moss RB, McClelland E, Rubio T, Hillman B, Williams R, Adkinson NF. In vivo and in
vitro evaluation of immunologic cross-reactivity of aztreonam in cystic fibrosis patients
allergic to penicillin and/or cephalosporin antibiotics. Rev Infect Dis 13:8598-S607, 1991.

Van Wye JE, Hsu YP, Lane RS, Terr Al, Moss RB. IgE antibodies in tick bite-induced
anaphylaxis. J Allergy Clin Immunol 88: 968-970, 1991.

King VV, Moss RB. The role of sinus surgery in chronic sinusitis in children. 4m J Allergy
Asthma Pediarr 5:203-208, 1992.

Moss RB, Carmack MA, Esrig S. Deficiency of [gG4 in children: association of isolated
IgGy4 deficiency with recurrent respiratory tract infection. J Pediatr 120:16-21, 1992.

Schubert MS, Moss RB. Selective polysaccharide antibody deficiency in familial Di George
syndrome. Ann Allergy 69: 231-8, 1992.

Cheung ATW, Moss RB, Leong AB, Novick WIJ. Chronic Pseudomonas aeruginosa
endobronchitis in rhesus monkeys: I. Effect of pentoxifylline on neutrophil influx. J Med
Primatol 21:357-362, 1992,

Cheung ATW, Moss RB, Kurland G, Leong, Novick WJ. Chronic Pseudomonas aeruginosa
endobronchitis in rhesus monkeys: II. A histophathologic analysis. J Med Primatol 22:257-
262, 1993,

Moss RB. Passive immuntherapie fur die behandlung der endobronchitis bei zysticher
fibrose. Infusionsther Transfusionsmed 20 (suppl 1): 42-47, 1993.

Ramsey BW, Boat T, Accurso F, Bennett W, Boucher R, Brody A, Crystal R, Cutting G,
Davis P, Dorkin H, Fleming T. Kaplan R, Knowles M, Konstan M, Laube B, McElvaney G,
Morgan W, Moss R, Orenstein R, Pencharz P, Rosenstein B, Schidlow D, Smith A, Spino
M, Stallings V, Stecenko A, Terrin M, Weatherly M, Wilmott R, Wilson C, Wood R.
Outcome measures for clinical trials in cystic fibrosis. J Pediatr 124:177-92, 1994,

Bachrach L, Loutit C, Moss R, Marcus R. Osteopenia in adults with cystic fibrosis. 4m J
Med 96:27-34, 1994,

rbm/0904



57.

8.
59.

60.

61.

62.

64.

65.

66.

67.

68.

69.

70.

30

Fuchs HJ, Borowitz DS, Christiansen DH, et al for the Pulmozyme® Study Group
(member). Aerosolized recombinant human DNase reduces respiratory exacerbations and
improves pulmonary function in patients with cystic fibrosis. N Engl J Med 331:637-42,
1994.

Moss RB. New drugs for cystic fibrosis lung disease. West J Med 1995; 162:354-355.

Moss RB. Inflammatory response in cystic fibrosis lung disease. New Insights into Cystic
Fibrosis 3:1-6, 1995,

Moss RB. Alternative pharmacotherapies for steroid-dependent asthma. Chest 107: 817-
825, 1995.

Moss RB, King VV. Management of sinusitis in cystic fibrosis by endoscopic surgery and
serial antimicrobial lavage: reduction in recurrence requiring surgery. Arch Otolaryngol -
Head Neck Surg, 121: 566-572, 1995.

Dong Y, Chao AC, Kouyama K, Hsu YP, Bocian RC, Moss RB, Gardner P. Activation of
CFTR chloride channel by nitric oxide in human T lymphocytes. Eur Molec Biol Org
[EMBO] J, 14:2700-2707, 1995.

. Spector SL & Nicklas RA, Eds., Joint Task Force on Practice Parameters (member).

Practice parameters for the diagnosis and treatment of asthma. J Allergy Clin Immunol 96:
707-870, 1995.

Moss RB. Cystic fibrosis: pathogenesis, pulmonary infection, and treatment. Clin Infect Dis
21:839-851, 1995.

Bhudhikanok GS, Lim J, Marcus R, Harkins A, Moss RB, Bachrach LK. Correlates of
osteopenia in patients with cystic fibrosis. Pediatrics 97: 103-111, 1996,

Wilmott RW, Amin RS, Colin A, Devault A, Dozor AJ, Eigen H, Johnson C, Lester LA,
McCoy K, McKean LP, Moss R, Nash ML, Pagel Jue C, Regelmann W, Stokes DC, Fuchs
HJ. Aerosolized recombinant human DNase in hospitalized cystic fibrosis patients with
acute pulmonary exacerbations. Am J Respir Crit Care Med 153:1914-1917, 1996.

Moss R. Pathways to inflammation in cystic fibrosis. Pediatr Pulmnol Suppl 13:158-160,
1996.

Moss RB, Bocian RC, Hsu YP, Dong Y, Wei T, Kemna M, Gardner P. Reduced interleukin-
10 secretion by CD4+ T lymphocytes expressing mutant CFTR. Clin Exp Immunol 106:
374-388, 1996.

Moss RB. When to use a HEPA filter for atopic childhood asthma. J Respir Dis 17:806,
1996.

Moss RB. Immune therapies for lung infection in cystic fibrosis. JACFA Newsletter 46:8-
13, 1996.

thm/0904



71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

81.

31

Eisenberg J et al, for the Aerosolized Tobramycin Study Group (member). A comparison of
peak sputum tobramycin concentration in patients with cystic fibrosis using jet and
ultrasonic nebulizer systems. Chest 111:955-962, 1997.

Dosanjh A, Kawalek A, Moss RB. Activation of eosinophils in the airways of lung
transplantation patients. Chest 112:1180-1183, 1997.

Mickle JE, Macek M, Fulmer-Smentek SB, Egan MM, Schwiebert E, Guggino W, Moss R,
Cutting GR. A mutation in the cystic fibrosis transmembrane conductance regulator
associated with elevated sweat chloride concentrations in the absence of cystic fibrosis.
Human Molec Genet 7:729-735, 1998.

Wagner JA, Moran ML, Messner AH, Daifuku R, Conrad CK, Reynolds T, Guggino WB,
Moss RB, Carter BJ, Wine JJ, Flotte TR, Gardner P. A phase I/1I study of tgAAV-CFTR
for the treatment of chronic sinusitis in patients with cystic fibrosis. Hum Gene Ther 9:889-
909, 1988.

Bhudhikanok GS, Wang M-C, Marcus R, Harkins A, Moss RB, Bachrach LK. Bone
acquisition and loss in children and adults with cystic fibrosis: a longitudinal study. J
Pediatrics 133:18-27, 1988.

Wagner JA, Moran ML, Messner AH, Diafuku R, Kouyama D, Desch JK, Manley S,
Norbash AM, Kang S, Conrad CK, Friborg S, Reynolds T, Guggino WB, Moss RB, Carter
BJ, Wine JJ, Flotte TR, Gardner P. Efficient and persistent gene transfer of AAV-CFTR in
the CF maxillary sinus. Lancet 351: 1702-1703, 1998.

Wagner JA, Moran ML, Messner AH, Diafuku R, Kouyama D, Desch JK, Manley S,
Norbash AM, Conrad CK, Friborg S, Reynolds T, Guggino WB, Mess RB, Carter

BJ, Wine JJ, Flotte TR, Gardner P. Safety and biological efficacy of an adeno-associated
virus vector-cystic fibrosis transmembrane regulator (AAV-CFTR) in the cystic fibrosis
maxillary sinus. Laryngoscope 109: 266-274, 1999.

Ramsey BW, Pepe MS, Quan JM, Otto KL, Montgomery AB, Williams-Warren i, Vasiljev
M, et al for the Cystic Fibrosis Inhaled Tobramycin Study Group (member). Chronic
intermittment administration of inhaled tobramycin in patients with cystic fibrosis. N Engl J
Med 340: 23-30, 1999.

Nepumuceno I, Esrig S, Moss RB. Allergic bronchopulmonary aspergillosis in cystic
fibrosis: role of atopy and response to itraconazole. Chest 115: 364-370, 1999,

Wagner JA, Nepumuceno 1B, Shah N, Messner AH, Moran ML, Norbash AM, Moss RB,
Wine JJ, Gardner P. Maxillary sinusitis as a surrogate model for CF gene therapy clinical
trials. J Gene Med 1:13-21, 1999.

Smith AL, Doershuk C, Goldman D, Gore E, Hilman B, Marks M, Moss R, Ramsey B,
Redding G, Rubio T, Williams-Warren J, Wilmott R, Wilson D, Yogev R. Comparison of
a B-lactam alone versus p-lactam and an aminoglycoside for pulmonary exacerbation in

rbm/0904



82.

83.

&4.

85.

86.

87.

88.

89.

90.

91.

92.

93.

94.

32

cystic fibrosis. J Pediatrics 134:413-421, 1999.

Robinson TE, Leung AN, Moss RB, Blankenberg FG, Northway, WH. Standardized high-
resolution CT of the lung using a spirometer-gated electron beam CT scanner. Am J
Roentgenol 172:1636-1638, 1999.

Wagner JA, Vassilakis A, Yee K, Li M, Hurlock G, Krouse ME, Moss RB, Wine JJ. Two
novel CFTR mutations in a cystic fibrosis patient of Chinese origin. Hum Genet 104:511-
515, 1999.

Lane RS, Moss RB, Hsu YP, Wei T. Anti-arthropod saliva antibodies among residents of
community at high-risk for Lyme disease in California. Am J Trop Med Hygiene 61:850-
859, 1999.

Illek B, Zhang L, Lewis NC, Moss RB, Dong J-Y, Fischer H. Defective function of the
cystic fibrosis-causing missense mutation G551D is recovered by genistein. Am J Physiol
277 C833-C839, 1999.

Yee K, Robinson C, Hurlock G, Mess RB, Wine JJ. Novel cystic fibrosis mutation L.1093P:
functional analysis and possible Native American origin. Human Mutatior 15:208, 2000.

Moss RB, Hsu YP, Olds L. Cytokine dysregulation in activated cystic fibrosis peripheral
lymphocytes. Clin Exp Immunol 120: 518-525, 2000.

Howling SJ, Northway WH Jr, Hansell DM, Moss RB, Ward S, Muller NL. Pulmonary
sequelae of bronchopulmonary dysplasia survivors: high-resolution CT findings. 4JR Am J
Roentgenol 174:1323-1326, 2000.

Wine JJ, Kuo E, Hurlock G, Moss RB. Comprehensive mutation screening in a cystic
fibrosis center. Pediatrics 107: 280-286, 2001. (

Robinson TE, Leung AN, Northway WH, Blankenberg FG, Bloch DA, Oehlert JW, Al
Dabbagh H, Hubli S, Moss RB. Spirometer-triggered high resolution CT and pulmonary
function measurements during an acute exacerbation in patients with cystic fibrosis.

J Pediatrics 138:553-559, 2001.

Moss RB. Administration of aerosolized antibiotics in cystic fibrosis patients. Chest
120:107S-1138, 2001.

Aitken ML, Moss RB, Waltz DA, Dovey ME, Tonelli MR, McNamara SC, Gibson RL,
Ramsey BW, Carter BJ, Reynolds TC. A phase I study of aerosolized administration of
tgAAVCEF to CF subjects with mild lung disease. Hum Gene Ther 12:1907-1916, 2001.

Moss RB. Long-term benefits of inhaled tobramycin in adolescent patients with cystic
fibrosis. Chest 121:55-63, 2002.

Wagner JA, Nepomuceno IB, Messner AH, Moran ML, Batson EP, Desch JK, Norbash
AM, Conrad CK, Guggino WB, Flotte TR, Wine JJ, Carter BJ, Moss RB, Gardner P. A

rbm/0904



33

phase II, double-blind, randomized, placebo-controlled clinical trial of tgAAVCF using
maxillary sinus delivery in CF patients with antrostomies. Human Gene Therapy 13:1349-
1359, 2002.

95. Moss RB. Allergic bronchopulmonary aspergillosis. Clinical Reviews in Allergy 23:87-104,

2002.

96. Gibson RL, Emerson J, McNamara S, Burns JL, Rosenfeld M, Yunker A, Hamblett N,

Accurso F, Dovey M, Hiatt P, Konstan MW, Moss R, Retsch-Bogart G, Wagener J, Waltz
D, Wilmott R, Zeitlin PL, Ramsey B; Cystic Fibrosis Therapeutics Development Network
Study Group. Significant microbiological effect of inhaled tobramycin in young children
with cystic fibrosis. Am J Respir Crit Care Med 167:841-849, 2003.

97. Steinbach WJ, Stevens DA, Denning DW, Moss RB. Introduction: Advances against

98.

99.

100.

101.

102.

103.

104.

Aspergillosis. Clinical Infectious Diseases 37 (Suppl 3):S1-2.

Stevens DS, Moss R, Kurup VP, Knutsen AP, Greenberger P, Judson MA, Denning DW,
Crameri R, Brody A, Light M, Skov M, Maish G, Mastella G, et al. Allergic
bronchopulmonary aspergillosis in cystic fibrosis. Cystic Fibrosis Foundation Consensus
Conference. Clinical Infectious Diseases 37 (Suppl 3):5225-S264, 2003.

Robinson TE, Leung AN, Northway WH, Blankenberg FG, Chan FP, Bloch DA, Holmes
TH, Moss RB. Composite spirometric-CT outcome measure markedly improves sensitivity
to change in early cystic fibrosis lung disease. Am J Respir Crit Care Med 168:588-593,
2003.

Moss RB, Rodman D, Spencer LT, Aitkin ML, Zeitlin PL, Waltz D, Milla C, Brody A,
Clancy JP, Ramsey B, Hamblett N, Heald A. Repeated AAV2 aerosol-mediated CFTR gene
transfer to the lungs of patients with cystic fibrosis: a multicenter, double-blind, placebo
controlled trial. Chesr 125:509-521, 2004.

Dorsaneo D, Borowitz D, Sharp J, Moss R. Allergic bronchopulmonary aspergillosis with
normal serum IgE in a child with cystic fibrosis. Ped Asthma Allergy Immunol 17:146-150,
2004.

Moss RB. Lymphocytes in cystic fibrosis lung disease: a tale of two immunities. Clin Exp
Immunol 135:358-360, 2004.

Schrijver I, Karnsakul W, Ramalingam S, Sankaran R, Moss R, Gardner P. Novel
contributions to the Asian CFTR mutation spectrum: genotype and phenotype in Thai
patients with cystic fibrosis. Am J Med Genet, in press.

Schrijver I, Ramalingam S, Sankaran R, Swanson S, Dunlop CLM, Keiles S, Wassman EF,
Moss R, Oehlert J, Gardner P, Kammesheidt. Comprehensive mutation analysis in a large
group of Hispanics: novel mutations and assessment of a population-specific mutation
spectrum. Am J Hum Genet, accepted.

rbm/0904



34

105. Bonnel AS, Song, SMH, Kesavarju K, Newaskar M, Paxton CJ, Bloch DA, Moss RB,
Robinson TE. Quantitative air trapping analysis in children with mild cystic fibrosis lung
disease. Pediatr Pulmonol, in press.

106. Robinson TE, Goris ML, Zhu HJ, Chen X, Bhise P, Sathi A, Sheikh F, Moss RB. Changes
in quantitative air trapping, pulmonary function and chest HRCT scores in CF children
during a Pulmozyme intervention study. In revision.

107. Moss RB, Mayer-Hamblett N, Wagener J, Daines C, Hale K, Ahrens R, Gibson RL,
Anderson P, Retsch-Bogart G, Nasr SZ, Noth I, Waltz DA, Zeitlin P, Ramsey B, , Starko
K. A randomized, double-blind, placebo-controlled, dose-escalating study of aerosolized
interferon gamma-1b in patients with mild to moderate cystic fibrosis lung disease. Pediatr
Pulmonol, in press. )

108. Moss RB. Pathophysiology and immunology of allergic bronchopulmonary aspergillosis.
Medical Mycology, accepted.

rbm/0904



35

BOOKS. CHAPTERS, INTERVIEWS

L.

10.

11.

Moss RB. Immunology of cystic fibrosis: immunity, immunodeficiency, and
hypersensitivity. In: Lloyd-Still JD (ed), Textbook of Cystic Fibrosis. Wright-PSG
Publishing Inc., Boston, 1983, pp. 109-151.

Moss RB, Hsu YP, Leahy M, Halpern G. IgG4 antibody to Pseudomonas aeruginosa in
cystic fibrosis. In: Kerr JW, Ganderton MA (eds), Proceedings of Invited Symposia, XII
International Congress of Allergology and Clinical Immunology, Macmillan, London, 1983,
pp- 351-355.

Halpern GM, Moss RB, Hsu YP, Blessing J. Enzyme immunoassay for honeybee venom
specific IgGs. In: Avrameas S (ed), Immunoenzymatic Techniques. Elsevier Science
Publishers, Amsterdam, 1983, pp. 395-401.

Lewiston NJ, Moss RB. Allergic phenomena in cystic fibrosis. In: Shapira E, Wilson GB
(eds), Immunological Aspects of Cystic Fibrosis. CRC Press Inc., Boca Raton, 1984, pp.
125-147.

Moss RB, Lewiston NJ. Immunopathology of cystic fibrosis. In: Shapira E, Wilson GB
(eds), Immunological Aspects of Cystic Fibrosis. CRC Press Inc., Boca Raton, 1984, pp. 5-
27.

Larrick JW, Dyer BJ, Senyk G, Hart SM, Moss RB, Lippman D, Jahnsen MC, Wang J,
Weintraub H, Raubitschek AA. In vitro expansion of human B cells for the production of
human monoclonal antibodies. In: Engleman EG, Foung SKH, Larrick JW, Raubitschek AA
(eds), Human Hybridomas and Monoclonal Antibodies. Plenum Press, NY, 1985, pp. 149-
165.

Larrick JW, Hart SM, Lippman D, Glembourtt M, Hsu YP, Moss RB. Generation and
characterization of human monoclonal anti-Pseudomonas aeruginosa antibodies. In
Strelkauskas A (ed), Human Hybridomas: Diagnostic and Therapeutic Applications.
Marcel Dekker, Inc., New York, 1986, ch. 5, pp. 65-80.

Moss RB. IgG subclasses in respiratory disorders: cystic fibrosis. In: Shakib F (ed), Basic
and Clinical Aspects of IgG Subclasses. Monographs in Allergy, vol. 19. SW Karger,
Basel, 1986, pp. 202-209.

Moss RB, Editor. Cystic Fibrosis. Infection, Immunopathology, and Host Response. The
Humana Press Inc., Totowa NJ, 1990, pp. 1-251.

Moss RB. Drug allergy in cystic fibrosis. In: Moss RB (ed). Cystic Fibrosis. Infection,
Immunopathology, and Host Response. Humana Press, Clifton NJ, 1990, pp. 211-229.

Moss RB. Pediatric Respiratory Medicine: Gastroesophageal reflux-associated lung disease.
In: Prober CG, Behrman RE (eds). Nelson Self-Assessment in Pediatrics, CME Supplement
Test No. ZN9212, December 1992.

tbm/0904



12.

13.

14.

15.

16.

17.

18.

19.
20.

21.

22.
23.

24,

36

Moss RB. Pulmonary defenses. In: Hillman B (ed). Pediarric Respiratory Diseases:
Diagnosis and Treatment. W .B. Saunders, Philadelphia, 1993, pp. 36-46.

Moss RB. Immunopathogenesis of cystic fibrosis lung disease. In: Hillman B (ed). Pediatric
Respiratory Diseases: Diagnosis and Treatment. W.B. Saunders, Philadelphia, 1993, pp.
674-687.

Moss RB. Sinusitis and polyposis in cystic fibrosis. In: Druce HM, Ed. Sinusitis--
Parhophysiology and Treatment. Marcel Dekker, New York, 1993, pp. 247-281.

Moss RB. Differential diagnosis of asthma in children. In: Gershwin ME and Halpern GM,
Eds. Bronchial Asthma. Principles of Diagnosis and Treatment, 3rd Ed, The Humana Press
Inc., Totowa NJ, 1994, pp. 141-169.

Light M, Moss RB, Davidson TM. Sinus disease in cystic fibrosis. In: Gershwin EM, &
Incaudo GA, Eds. Diseases of the Sinuses: A Comprehensive Textbook of Diagnosis and
Treatment. Humana Press, Inc., Totowa NJ, 1995, pp. 357-365.

Schidlow D, Butler S, Eigen H, Johnson C, Konstan M, Marshall B, McColley S, Morgan
W, Moss R, Rosenstein B, Smaldone GC, Watrous M, Wagener J. Cystic Fibrosis: From
Theory to Practice. Gardiner-Caldwell SynerMed/MCP Hahnemann University, 2000.

Moss RB. BioMedNet Biofeedback Interview. HMS Beagle vol 63, 1 Oct 1999.
http://news.bmn.com/hmsbeagle/63/notes/biofeed (site closed 30 June 2004).

Moss RB. Cystic fibrosis: new insights and treatments. Hospital Practice 36:25-37, 2001.

Moss RB and Stevens DA. Cystic Fibrosis Foudnation Consensus Conference
recommendations on diagnosis and treatment of allergic bronchopulmonary aspergillosis in
cystic fibrosis: executive summary. CFF Consensus Conferences vol X, sect 3, Feb 2003.

Carter BJ, Munson K, Burstein H, PelusoR, Gerard C, Guggino W, EngethardtJ, Flotte T,
Moss R. AAV-CFTR gene therapy for cystic fibrosis: retrospect and prospect. Pediatric
Pulmonology Suppl 25, 159-160, 2003.

Moss RB. Inhalational antibiotics for airways infection. Exp Lung Res, in press.
Bloch EA, Germana J, Konstan M, Kuhn R, Llewellyn A, Moss R, Nickerson B, Rinker K,

Sufian BS, VanDevanter D, Wagener J. Cystic Fibrosis: Treatment Practice Guidelines
Pocket Guide. Professional Resources in Management Education, Inc., 2004.

Moss RB. Allergy to Aspergillus in Cystic Fibrosis. In Kurup VS, Ed. Aspergillosis, in
preparation.

rbm/0904



